Retained vaginal swabs: review of an adverse event in obstetrics through closed claims analysis T he Clinical Indemnity Scheme (CIS) was established in July 2002, to rationalise the existing medical indemnity arrangements by transferring responsibility for managing clinical negligence claims and associated risks to the Irish State. Under the scheme, which is managed by the State Claims Agency (SCA), the State assumes full responsibility for the indemnification and management of all clinical negligence claims against organisations and practitioners covered by the scheme. Clinical negligence litigation is increasing, and the unprecedented rise in maternity care litigation is a growing problem in western countries (Ferryman, 2001; Wheat, 2005) . Litigation arising from the Irish maternity services accounts for approximately 25% of the number of cases reported to the National CIS, and 60% of the value of claims (State Claims Agency, 2010 ). An integrated approach to clinical risk management and claims management is adopted at the CIS to drive and support safe patient care. This integrated approach has identified a number of adverse events within the maternity services which typically lead to clinical negligence claims. Among those adverse events are retained vaginal swabs.
According to the UK National Patient Safety Agency (NPSA) (2010), retained vaginal swabs following procedures around childbirth persist as an adverse event. This position has been mirrored in Ireland with an increasing number of clinical negligence litigation claims arising from alleged retention of vaginal swabs. Swabs are used during childbirth by midwives and obstetric staff to facilitate cleansing and fluid absorption. They are usually pre-packed in delivery and suture packs. They can be difficult to identify once soaked in blood and are occasionally left inside the vagina in error. Retained swabs can cause signs of infection, such as pyrexia, offensive/foul smelling lochia (vaginal discharge), pain and secondary postpartum haemorrhage. The psychological harm and psychosexual difficulties associated with these incidents can be significant and may persist beyond the immediate postnatal period.
The occurrence of postpartum vaginal swab retention is notified to the SCA either through its STARSWeb incident reporting system or through the initiation of legal proceedings against a health service provider. This article aims to explore the adverse event of retained vaginal swabs in the Irish maternity services and to identify common themes and areas for improvement. The author hopes to stimulate discussion in relation to the prevention and control of the risks that expose childbearing women to the possibility of vaginal swab retention.
Subjects and methods
The primary function of an incident reporting system is to identify recurring problems-known as error traps (Reason, 2000) . Such recurring problems, in this case retained vaginal swabs, can then be explored through closed claims analysis. Closed claims analysis provides a systematic, analytical framework through which legal cases that have been settled are subsequently analysed to explore information relating to the type of adverse event, the resultant effect on patients and the factors that contribute to the occurrence of the Professional adverse event. Such structured analysis determines common factors in the adverse events and explores their causes, both human and systematic. Typically, a closed claim file consists of medical records, statements from staff involved in the incident, expert and peer review reports, statements of claim and reports of clinical and legal outcomes (White et al, 2005; Vincent, 2006) . Thus, closed claims analysis facilitates the extraction of learning from adverse events and so has a significant role to play in the broader quality improvement and patient safety agenda.
A search of the SCA STARSWeb system from 2004-2011 revealed 9 open cases and 16 closed cases relating to postpartum retention of vaginal swabs. The 16 closed claims cases were reviewed and aggregate data were analysed using the Statistical package for the Social Sciences (SPSS) version 18.
Results
The information reviewed in the closed claim analysis process related to claims concerning incidents that had occurred from 2002 to 2009. The women affected ranged in age from 17 to 39 years. Ten of the women (62%) were first-time mothers. Three of the births (19%) were spontaneous vaginal births, 4 (25%) were forceps deliveries and 9 (56%) were vacuum deliveries. All 16 incidents were related to suturing of the perineum, with 15 events (94%) following episiotomy and one (6%) following repair of labial laceration. Fifteen of the women (94%) were sutured in the delivery suite, and one in theatre following manual removal of the placenta. Although midwifery care was provided to all the women, the perineal suturing was carried out in all cases by medical staff; the obstetric registrar in 10 cases (63%), the consultant in 4 (25%), and the obstetric senior house officer (SHO) in 2 (12%) cases. The retained swab was diagnosed after discharge from hospital in all 16 cases. The interval from incident to diagnosis ranged from 5 to 56 days.
The reported adverse outcome for the women following retention of a vaginal swab is shown in Table 1 . Many of the women reported a negative impact on their ability to care for and bond with their new baby. Furthermore, women had to undergo a number of procedures that were additional to routine care ( Table 2) ; one woman had to undergo 3 vaginal examinations to locate the swab. Most women required extra treatment ( Table 3) .
Analysis of the contributing factors showed that in all cases (100%) practitioner error was responsible for the adverse incident occurrence. Suturing of the perineum is a clinical procedure for which there are clinical practice guidelines. Postprocedure vaginal examination and swab counts are included in the clinical practice guidelines to prevent the retention of vaginal swabs (Royal College of Obstetricians and Gynaecologists, 2004; Carroli and Miginni, 2009) . Failure of compliance with clinical practice guidelines can lead to retention of swabs. In 8 cases (50%) there was no reference to a swab count in the records. In the remainder, the swab count was documented as correct. This represents a 50% false negative rate (i.e. no count discrepancy was detected but a retained swab was subsequently discovered). However, the actual number of swabs was not documented in any of these cases. Rather, a tick box system was used, indicating the swab count to be correct. This poor documentation represents an additional contributing factor.
Analysis of the systemic root cause indicates that staff knowledge, skills and competency was responsible for the incorrect completion of the clinical procedure of perineal suturing in all cases. However, workload issues were cited as an additional factor in 4 cases (25%)-it was not uncommon for the person suturing a woman to be called away to an emergency. In these cases, the person left the woman in the middle of the Professional suturing procedure, dealt with the emergency and then returned to complete the procedure. In one case, the registrar started the procedure but was called away to an emergency. The SHO then took over the procedure. In these cases, workload issues obviously led to fragmentation of the task which contributed significantly to the subsequent failure of the clinician to complete the clinical procedure correctly.
Discussion and recommendations:
Closed claims analysis highlights problems in the process and systems of care delivery (Vincent, 2006) . This learning can then be used to suggest ways to improve quality of care and patient safety. Data from this review suggests a number of strategies worth considering that could potentially reduce the risk of retained vaginal swabs following childbirth and perineal suturing. These strategies relate to safe clinical practice, swab counting, staff responsibility and documentation. Initiation of such strategies represents both proactive and reactive risk management and so is beneficial for both patients and clinicians. The following are some risk reduction suggestions for consideration:
A national guideline across all maternity sites could be considered so that there is uniformity of practice around the safe monitoring of all items used for vaginal births and perineal suturing. Such a guideline must include instructions about what to do if swabs are not accounted for. Uniform practice will minimise confusion for new staff and reduce the possibilities of errors. The guideline should have an in-built audit tool to actively monitor compliance with the existing standard around swab counts It would be beneficial to standardise the contents of the packs used for childbirth and suturing. Swabs that are detectable on radiography and have safety features, such as tails or tags that can be attached to the surgical drapes during the procedure should be used. Large swabs may be more appropriate for this use. Small (10 X 7.5) swabs should be removed from all packs as these are particularly vulnerable to being incorrectly counted and inadvertently retained. Once the packs have been standardised, it is recommended that no additional items are added unless absolutely necessary. If additional items are needed, for example in the case of excess bleeding, they must be counted and documented Perineal suturing guidelines that advocate recording a pre-and post-procedure swab count to ensure that all swabs are accounted for at the end of the procedure could be considered. Processes need to be established for counting and recording swabs both pre-and post-procedure. In the operating theatre environment there are very well-established, formal processes for recording and counting baseline, ongoing and final number of swabs. Some of these routine checks could be adapted for use in areas outside theatre in the maternity services
This closed-claim analysis revealed some evidence of the unreliability of counting procedures. It must be recognised that the process of counting is vulnerable to error. Written procedures need to be put in place for swab counts at all births and perineal repairs. There should be a standardised form for the count process. Clinicians should directly view the swabs and count audibly with a colleague (double counting). Consider displaying the record of the swab counts on a wipe clean surface in labour rooms, such as a white board, for the duration of the birthing/suturing procedure There should be a dedicated patient-specific receptacle for all used swabs. Swabs should not be removed from the area until all inspections have been completed and all counts are reconciled. Used swabs should be separated prior to being counted. Particular care should be taken to separate/pull apart the swabs after they have been used to ensure that they are correctly counted It is acknowledged that there is a potential for confusion around responsibilities for swab counts in situations where both obstetric and midwifery teams are involved (e.g. in obstetric emergencies). The person performing the suturing should be responsible and accountable for all swabs before, during and after the procedure. Particular care is required where a woman is moved from one location to another around the time of the procedure (e.g. labour ward to theatre). It is imperative that the swab count is documented in the woman's record and communicated clearly to any new clinicians taking over her care
Clinical practice guidelines advise clinicians to maintain legible, correctly signed and dated, contemporaneous records when performing clinical procedures. The clinical procedure of perineal suturing was poorly documented in many cases reviewed for this closed claims analysis. Many maternity units now use standard perineal repair documentation in their charts. However, even these were prone to poor documentation. All opportunities should be taken to remind clinicians of their professional obligation to maintain standards of record keeping. Ongoing audits of documentation standards should take place in all facilities providing patient care
The organisational processes that contribute to these incidences need to be evaluated. Workload Professional issues contributed significantly to interrupting clinicians during the suturing procedure. These distractions during perineal suturing must be minimised to prevent fragmentation of the task. Continuity of care represents good practice and so it is preferable that the clinician caring for the woman during the birth completes whatever suturing is necessary without interruption If any woman who has undergone perineal suturing complains of feeling unwell or having offensive lochia, consider the possibility that she may have a retained swab. It was remarkable to note during this review that many of the women returned repeatedly to both their general practitioners (GPs) and the maternity services before the retained swab was diagnosed. If a retained swab is suspected, the woman will need to be examined by appropriate personnel. A standardised guideline would be helpful to clarify the appropriate review (vaginal exam, high vaginal swab, X-ray... etc) and the appropriate therapy. This would be particularly useful for GPs as they are often the person to whom the woman initially complains of symptoms Staff must report incidents of retained swabs. Effective risk management depends crucially on establishing a reporting culture (Reason, 2000) . Reviewing these incidents provides opportunities for learning and improving clinician's performance but also for improving the patient experience. An awareness raising campaign may be necessary to alert staff to the problem of retained vaginal swabs and also to stimulate some reflection and discussion on the contributing factors and potential solutions.
Conclusions
There is little evidence in the literature relating specifically to the problem of retained vaginal swabs. Most of the literature relates to swabs and instruments retained after general surgical procedures rather than vaginal birth (Gawande et al, 2003; Egorova et al, 2008) . We cannot be certain how frequently swabs are left in the vagina after birth because incidents are possibly underreported. Under-reporting of adverse events has been widely documented in the literature (White et al, 2005) . This review was limited to closed claims. Adverse events that come to litigation are only a small proportion of the total adverse events. Incorrect classification of the incidents may also result in inaccurate review findings. A number of the incidents of actual retained vaginal swabs in this review were found to be incorrectly classified as retained foreign body under the surgical speciality as opposed to retained vaginal swab under the Obstetrics and Gynaecology speciality.
The presence on the STARSWeb system of a further 56 incidents and 9 open cases relating to retained vaginal swabs indicates that this is a persistent problem for childbearing women and the maternity services. Retention of vaginal swabs is due to the failure of clinicians to comply with clinical practice standards in the completion of a clinical procedure. This renders cases of retained vaginal swabs very difficult to defend in clinical negligence litigation. Organisations must put measures in place to manage this preventable clinical risk. Analysis of closed claims by the CIS can bring about understanding of adverse events and their causes. However, it is up to the health service itself to bring about changes in clinical and organisational practices that will improve safety and prevent future harm to childbearing women using the maternity services. 
